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addition, signs of fetal and embryotoxicity were 
reported in rat and rabbit studies and dystocia in rat 
studies after oral doses at and above 80 mg per kg. 
intravaginal administration did not produce these 
effects in rats. 


MONISTAT 7 Vaginal Cream, MONISTAT 7 Vaginal 


Pregnancy: Since imidazoles are absorbed in small 
amounts from the human vagina, they should not be 
used in the first trimester of pregnancy unless the 
physician considers it essential to the welfare of the 
patient. 


MONISTAT 7 Vaginal Suppositories and MONISTAT 3 
Vaginal Suppositories—Nursing Mothers: It is not known 
whether miconazole nitrate is excreted in human milk. 
Because many drugs are excreted in human milk, 
caution should be exercised when miconazole nitrate is 
administered to a nursing woman. 


ADVERSE REACTIONS: MONISTAT 7 Vaginal Cream 
—During clinical studies with miconazole nitrate cream 
for a 14-day regimen, 39 of the 528 patients (7.4%) 
treated with miconazole nitrate cream reported 
complaints during therapy that were possibly drug- 
related. Most complaints were reported during the first 
week of therapy. Vulvovaginal burning, itching or 
irritation occurred in 6.6%, while other complaints such 
as vaginal burning, pelvic cramps, hives, skin rash and 
headache occurred rarely (each less than 0.2% patient 
incidence). The therapy-related dropout rate was 0.9%. 


MONISTAT 7 Vaginal Suppositories—During clinical 
studies with regimens which varied from 1 to 14 days, 
1,057 patients were treated with miconazole nitrate 
suppositories. The incidence of vulvovaginal burning, 
itching or irritation was 0.5%, while complaints of skin 
rash occurred at only a 0.2% incidence. 

MONISTAT 3 Vaginal Suppositories—During clinical 
studies with the MONISTAT 3 Vaginal Suppository 
(miconazole nitrate, 200 mg) 301 patients were treated. 
The incidence of vulvovaginal burning, itching or 
irritation was 2%. Complaints of cramping (2%) and 
headaches (1.3%) were also reported. Other complaints 
(hives, skin rash) occurred with less than a 0.5% 
incidence. The therapy-related dropout rate was 0.3%. 
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